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Laparoscopic Insufflator

Name (optional)
KSEA Themmﬂator {model 26 4320 20)

This device is designed to carefully deliver large flow rates for rapid insufflation, and monitor the
amounts of CO, gas needed to establish and maintain proper distention of the peritoneal cavity during
Ob/Gyn laparoscopic surgical and diagnostic procedures

The KSEA ermoﬂator (model 26 4320 20) is a microprocessor-based system, with gas output that is
user adjustable from 0-30 liters/minute, and pressure that is user adjustsble from 0-30 mmHg. The unit

uses contemporary technology in pressure and flow-sensing, and incorporates a wide variety of safety
features.

The KSEA Thermoflator (model 26 4320 20) is substantially equivalent to the predicate devices, since the
basic features, design and intended uses are the same. The minor differences between the KSEA
Thermoflator (model 26 4320 20} and the predicate device raise no new issues of safety and effectiveness,
as these design differences have no effect on the performance, function or intended use of the devices.

a.WC%ijgmg
¥ M. Johnson
{ MEnager, Regulatory Affairs

00173



